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DuPont Chemical Solut....s Enterprise
TRANSMITTAL LETTER
Dec~uber 15, 2005

Doc..ment Processing Desk (NOTIF)
Antimicrobials Division (7510C)

US Environmental Protection Agency; OPP
Mr. Adam Heyward (PM34)

Room 266A, Crystal Mall #2

1801 S. Bell Street

Arlington, VA 22202-4501

Reference: Virkon ®' S; EPA Registration No. 71654-6
Notification (PR 98-10 I1.B Disclaim pests not approved by CDPR)
Dear Mr. Heyward,

P'~1se find the attached application form 8570-1 for notification labeling disclaiming use ag st
pe..s that have not received approval by the California Depa——ent of Pesticide Regulation (PR 98-
10 B). The CDPR has also requested that EPA accept notification of disclaiming use in hard water
that 1s >200 ppm and acccptance of instruction to “Remove Gross filth and heavy soil deposits
before application of the disinfecting/cleaning solution™ (PR 98-10 M.3).

This notification 1s consistent with the provisions of PR Notice 98-10 and EPA rcgulation sat 40
CFR 152.46, and no other changes have been made to the labeling or the confide....al statement of
formula for the product. I understand that it is a violation of 18 USC Sec. 1001 1o willfully make
any false statements 1o EPA. I further understand that 1f this notification is not consistent with the
terms of PR Notice 98-19 and 40 CFR 152.46, this product may be in violation of FIFRA and I may
L+ subject to enforcement action and penaltics under scctions 12 and 14 of FIFRA,

Accord” |y, | have attached 5 copics of text format labeling. T have also attached a copy
highlighung the changes from the most recently accepted, November 10, 2004 EPA stampgd- e,

accepted label. °
“hould you have any questions, fecl [ree to call. . coceee
. : [ X N ] : L ) ¢ ‘
Sincerely, . cesees
[ ] o0 ee
«//_7 > ( *eses’ sosee.
// ‘/ﬁ}?z‘;m DY v{_ The * seses
K 4 (XX X ]
Thomas C. McEntee e
Product Registration Managcr ‘e’ o

Thomas.C.McEntee(@usa.dupont.com
(302) 695-6856
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DuPont Chemical Solutions Enterprise

TRANSMITTAL LETTER
Novemeu.r 2, 2005

Document Processing Desk (NOTIF)
Antimicrobials Division (7510C)

US Environmental Protection Agency
Office of Pesticide Programs

Mr. Adam Heyward (PM34)

Room 266A, Crystal Mall #2

1801 S. Bell Street

Arlin~*on, VA 22202-4501

Reference: Virkon ® S
EPA Registration No. 71654-6
Altemate Brand Name (PR 98-10 11.A)

Dcar Mr. Heyward,

O St ez St
20 B AL
Witharigto D 1233400

FtT A

Please find the attached application form 8570-1 for notification of an additional brand name:

DuPont ™ Virkon ® S Disinfectant and Virucide

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulation sat 40 CFR
152.46, and no other changes have been made to the labeling or the confidential statement of formula
for the product. Tur ' stand that it is a violation of 18 USC Sec. 1001 to willfully make any false
statements to EPA. [ further understand that 1f this notification is not consistent with the terms of PR
N~ e 98-19 and 40 CFR 152.46, this product may be in violation of FTFRA and [ may be subject to
enlorcement action and penalties under scctions 12 and 14 of FIFRA,

Should you have any questions, fec! free to call.

Sincerely,

Thomas C. McEntee

Product Registration Manager
Thomas.(C ™ lcEntee@usa.dupont.com
(302) 695-6856

E0 o Zant de Nemous - ns Jor fdty

(X X N N X J
L L}
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S0 ST UNITED STATES ENVIRON**SNTAL PROTECTION AGENCY
WASHING : UN, D.C. 20460

November 4, 2005
OFFICE OF
PREVENTION. PESTICIDES AND
"TONIC SUBSTANCES
THOMAS C. MCENTEE
E.1. DUPONT DE NEMOURS AND COMPANY
DUPONT CHEMICAL SOLUTIONS ENTERPRISE DIVISION
BMP 222161, PO Box 80023

WILM .. JGTON, DE 19880-

PRODUCT NAME: VIRKON §

COMPANY NAME: E.I. DUPONT DE NEMOURS AND COMPANY
F7 AFILE SYMBOL.: 71654-6

F A RECEIPT DATE: 11/02/05

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screcn we determined that the application appears to qualify < - fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Tcam 34, at (703) 308-6422.

Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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11 JUN 20n3

Ditecroratt

ASSURING THE SAFETY, QUAL AND EFFICACY
OF VETERINARY ME_._ .NEE

Mr A Deeks

Antec International Ltd

Windham Road

Sudbury Our ref: ULMO04619
Suffolk

CO102XD 9 June 2003

Dear Mr Deeks

Please accept this letter as confirmation that the following text is acceptable for
use in connection with the marketing of the product Virkon S solution.

Topical Use

Virkon® S can be used as a skin disinfectant.

Washing your horse with Virkon® S at a dilution rate of 1:100 can reduce the
skin challenge of the organisms that are responsible for Ringworm, Mud Fever
and Strangles.

Use a clean sponge or cloth to apply the Virkon® S solution to the coat of the

horse, ensure that solution is kept out of the animal's eyes, ears and respiratory
tracts, Leave for ten minutes and then rinse thoroughly with clean water.

Y ours sincerely

5

:. oe :.
Barry Haycraft T
Enforcement and Feed Additives Team tonsse
(LA X N X ] .
L] L I
® * (XX X ]
*e : [ X ] : [ X X ¥ ]
[ 2 ] oe L ]
® o *
[ A XXX ] L] a®
*0 : [ X ) * ¢
Ll X X
(2 XX
oot
Veterinary Mediclnes Directorate ve o
Woodham Lane, New Haw, Addiesione, Surrey KT15 3LS
Telephone (01932) 338811 Fax (01932) 336618 Website: www.vmd.gov.uk g: 3{}
Director and Chisf Executive Steve Dean BVat Med DVR MRCVS N
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Master Label
Virkon® S
vuPont™Virkon® S (OPT)
DISINFECTANT AND VIRUCIDE FOR VETERINARY APPLICATIONS [OPT ]

[OPT.] BROAD SPECTRUM DISINFECTANTY, FUNGICIDE & ALGAECIDE]
[Fragrance Frec] [Reduced Dye] [Fragrance & Dye Frec]
For Use in Cleaning an lustrial, Animal and Agricultural Facilities (OPT.)

Effective against Viruses
(including CANINE PARVOVIRUS) ! Bacteria ! Fungi

For Use in Emergency Discase Control (OPT.)

For use in Cleaning and Disinfecting Institutional and Service Facilitics includine stores,
factories, schools, hotels, offices, ships, planes, transportation terminals, supcrrua <ets and food
warehouses. (OPT.)

For LU__ in Emergency Response and On-site Cleanup (emergency responsc calls, crime scencs,
traffic accidents, fircs, flood, natural and other disasters), e.g., cars, trucks, ambulances, and
similar emergency apparatus, tires, wheels, floors, walls, ceilings, paved surfaces; and equipment
such as SCBA, coats, boots, hats, masks, gloves, axes, Jaws of Life and similar emergency
equipment.(OPT.)

For Use in Greenhouses, Horticulture, and Aquaculture (OPT.)

ACTIVE INGREDIENTS:
Potassium peroxymonosulfate............................ 21.41% oo e L
Sodium hloride...........cocoviii 1.50% ot cone
OTHERIN EDIENTS...........ccocciiiiiiiin, 77.09* TETER
TOTAL. ..o, 100.00% A
Equivalent to 9.75% Available Chlorine o .

KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO

See {Back] [Side] Pancls) [Inside Booklct] for Additional Prece+i1ns

[For 1% solution, empty one 1.3 oz. sachet into 1 gal. water]

[TABLET FORM]

[POWDER FORM)

f:shared\dupontivirkon sivirkon S CA draft 030805.doc 60
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[Comment: The list of claims (sites) under “EFFECTIVE AGAINST™ may be placed in any

order as long as cach subheading and its contents remains intact.]

EFFECTIVE AGAINST THE FOLLOWING PATHOGENS:

ANIMAL AND ZOONOTIC PATHOGENS

BACTERIA

Actinob~~illus pleuropncumoniac

Bacillus - zreus

Brucella abortus
Campylobacter jejuni
Clostridium perfringens
Dermatophilus congolensis
Escherichia coli

Klesiella pneumoniae
Mycoplasma gallisepticum
Pasteurclla multocida
Pseudomonas aeruginosa
Salmonella choleraesuis
Sal: nella typbimurium
Shigella sonnei
Staphylococcus aureus
Staphylococcus epidermidis
Streptococcus pyogencs
Streptococcus suis

f:sharad\dupontivirkon sivirkon S CA draft 030805.doc

Not approved in California for use against

the following bacteria:
Bordetella avium

Bordetella bronchiscptica
Fistulous withers (Poll Evil)
Haemophilus somnus
Helicobacter pylori

Listeria monocytogenes
Moraxclla bovis (Pink Eye)
Mycobacterium bovis
Mycoplasma mycoides
Pseudomonas mallei (Glanders)
Pseudomonas vulgaris
Streptococcus equi (Strangles)
Taylorella equigenitalis
Treponema hyodyscnteriae

Page 3
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VIRUSES

Avian Influenza Virus

Avian L »yngotracheitis Virus
Bovine . .Jcnovirus Type 4
Canine Adenovirus (Canine Hepatitis)
Canine Parvovirus

Equine Herpes Virus ( rpe 1)
Herpes Virus Equine (Type 3)
LEquine Influenza Virus (Type A)
Feline Calicivirus

Feline Panleukopenia Virus
Feline lhinotracheitis Virus
Infectivus Bronchitis Virus
Newcastle " - :ase Virus

Simian virus (3V40 Virus)

Not approved in California for use against
the following viruses:

Adenovirus Pneumonia

African Horse Sickness Virus

African Swinc Fever Virus (tested with 1%
soil load and 342 ppm hard water)

Bovine Polyoma Virus

Bovine Pseudocowpox Virus

Bovine Viral Diarthea Virus (no hard watcr)
Calf Rotavirus (no hard water)

Canine Coronavirus

C une Parainfluenza Virus

Chicken Anemia Virus

Coital Exantherma Virus

Distemper Virus

Duck Adenovirus (no hard wa* )

Duck Enteritis Virus

Egg Drop Syndrome Adenovirus

Equine Infectious Anemia Virus (Swamp
Fever)

Equine Arteritis Virus (no hard water)

f:shared\dupontivirkon sivirkon S CA draft 030805.doc

Not approved in California cont.

Hog Cholera Virus

Equine Contagious Abortion Virus
Equine Papillomatosis Virus

Equine Influenza Virus (The Cough)
Felinc Herpes Virus

Feline Infectious Peritonitis Virus
Feline Parvovirus

Foot and Mouth Disease Virus
Infectious Bursal Disease Virus
Infectious Canine Hepatitis Virus
Infectious Pancrcatic Necrosis Virus
Infectious Salmon Anaemia Virus
Infective Bovine Rhinotrachettis Virus (no
hard water)

Leptospira Canicola Virus

Maedi- Visna Virus

Marek’s Disease Virus

Mouse Parvovir

PCV2 Virus (PMWS)

Porcine Parvovirus

Porcine Reproductive and Re-~iratory
Syndrome Virus (PRRS)
Pseudorabies Virus (Aujesky’s Disease) (no
hard water)

Rotaviral Diarrhca Virus

Snakchead rhabdovirus

Swine Influenza Virus

Swine Vesicular Disease Virus
Transmussible Gastroenteritis Virus (TGE)
(no hard water)

Turkey Herpes Virus (no hard water)
Turkey Rhinotracheitis Virus
Vesicular Stomatitis Virus

63



FU Gl

Fuc...tum moniliforme

Trichophyton mentagrophytes (use 2%
solution)

Not approved in California for use against
the following fungi:

Aspergillus fu igatus

Microsporum canis

Trichophyton spp. (Ringworm)
Trichophyton spp. (Mud Fever)

PLANT PATHOGENS

Page

Not approved in California for use against plant pathogens.

£ '=maria solani

E _Irytis cinera
Collctotrichum coccodes
I dymella bryoniae
Fusarum oxysporum
Fusarium solani
Penicillium oxalicum
Phomopsis sclerotioides

HUMAN HEALTH PATHOGENS

Escherichia coli

Klebsiella pneumoniac
Pseudomonas acruginosa
odlmonclla cholerasuis
Salmonclla typhimunium
Staphylococcus aurcus
Staphylococcus epidermidis

Trichophyton mentagrophytes (use 2% solution)

f:shared\dupontivirkon s\virkon S CA draft 030805.doc

Pyrenochaeta lycooper~-i
Pythium aphanidcrmat...n
Rhizoctonia solani
Sclerotinia sclerotiorum
Thiclaviopsis basicola
Verticillium dahliae
Xanthomonas axonopodis

Not approved in California for use against:

Helicobacter pylori

Humar ©  unodeficiency Virus (HIV)
Type 1 (on hard, non-porous surfaces)
S.. ., lococcus pyogenes

5
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Page 9

SWINE PRODUCTION

[CONTROLS: Bacteria of Actinobacillus Pleuropneumoniae and Clostridium perfringens;. Not
approved in California for use against the following organisms: Viruses of Hog Cholera, Swine
influenza, Porcine Parvovirus, Porcine Reproductive and Respiratory Syndrome Virus (PRRS);
Pseudorabies, Rotoviral Diarrhea, African Swine Fever, Fungi of Fusarium moniliforme Foot
and Mouth Disease and Bactenia of Treponema hyodysenteriac.} (OPT.)

Follow General Instructions 1o remove swine and preclean arca to be treated. Virkong S at 1%
solution is recommended for cleaning and disinfecting farrowing units, nurseries, finisher
houses, processing plants, and agricultural production equipment such as trucks, waterproof
footwear (such as rubber boots), and associated livestock equipment and instruments.

Virkong S at 0.5-1% solution is recommended for use in fogging (wet misting) operations or as a
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog
(wet mist) until the area is moist using automatic foggers according to manufacturer’s use
directions. Rinse foggers and sprayers with water following use.

EQUINE PRODUCTION
BROA1 SPECTRUM EQUINE DISINFECTANT/DE™ " RGENT/WASH FOR CLEANING
AND DISINFECTING STABLES, EQUIPMENT; AND AERIAL DISINFECTION

[CONTROLS: Not approved in Californiua for use against the following organisms: Fungi of
Fusarium moniliforme.Viruses of African Horse Sickness, Equine Viral Arteritis (Pink Eye),
Coital Exantherma, Myeloencephalopa v, Rhinopneumonitis, Equine Contagious Abortion,
Equine Papillomatosis, Equine Infectious anemia (Swamp Fever), Adenovirus Pncumonia,
Equine Influenza (The Cough) and Rhinitis; Bacteria of Clostridial Diarrhea, Fistulous Withers
(Poll Evil), Taylorella equigenitalis, Bordetella bronchiseptica. Streptococcus equi (Strangles)
anc ’seudomonas mallei (Glanders); Fungi of Dermatophytosis (Ringworm) and
Dermatophylosis (Mud Fever)] (OPT.)

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment, utensils and
instruments in Veterinary practices, kennels, stables, catteries, etc.

U“ES: Stables, Horse Boxes, Box Stalls, Tack, Equipment, and Feed Rooms: Thoroughly clean
a... dry [dry clean] surfaces, then wash the area manually or with pressure washer with a 1%
Virkony. S solution. Rinse with clean water.

Blankets, Saddle Pads and Rugs: Not an approved use in California: Shampoo by hand or spray
lightly with a hand-sprayer and lcave to dry. Shake or vacuum to remove residue.

Acrial Spraying to control airbome diseases: Not an approved use in California: Use a hand or
kn: ack sprayer with fine setting, or an automatic spraying system. Spray a 1% Virkong S
solu..on for 2-3 minutes twice daily, first thing in the moming and last thing at night. Rinse
sprayers with water afler use.

f:sharedidupontivirkon s\virkon S CA draft 030805.wpd 68
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BOVINE PRODUCTION

[CONTROLS: Bovinc Adenovirus Type 4; Bacteria of Moraxella bovis and Mycobacterium
bovis; Fungi of Fusarium moniliforme. Not approved in California for use against the following
organisms. Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Pseudorabies, Foot and
Mouth Discase and Bactena of Haemophilus somnus.] (OPT.)

Follow Gencral Instructions to remove livestock and preclean arca to be treated. A 1%6 solution
of Virkong S is recommended to clean and disinfect areas associated with bovine housing
stabling, hospital quarantine pens, feedlot facilities, and agricultural production equipment: such
as trucks, wa -proof footwear (such as rubber boots), and associated livestock equipment and
instruments.

COMPANION ANIMALS

[COMTROLS: Viruses of Canine Parvovirus and Feline calicivirus; Bactena of Staphylococcus
aurew.., Streptococcus pyogenes, Klebsiella pneumoniae, and Pseudomonas aeruginosa. Not
approved in California for use against the following organisms: Viruses of Distemper,
Lept~-nira canicola, Feline parvovirus, Feline herpes; Fungi of Microsporum canis.] (OPT.)

[APPLICATIONS] A 1% solution of Virkong S is recommended as a “‘one step” clc ~ ‘ng and
disinfecting procedure (Remove Gross filth and heavy soil deposits before application of the
disinfecting/clcaning solution) for all surfaces, equipment, instruments, utensils and cages
[caging systems]within [associated with]Veterinary Medical Hospitals, infections discase wards,
¢ -Irantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding
facilities, kennels, catieries and arumal transportation vehicles.

Do not immerse metal objects in Virkong S for long periods - 10 minutes is maximum contact
time.

[USE BY VETERINARIANS IN THE MANAGEMENT OF
TRICHOPHYTON AND MICROSPORUM

Virkon ® S is a broad spectrum antifung * disinfectant against Microsporum ca; * and
trichophyvte- <pp. [Washing/rinsing the animals hair/coat/fur with a 1:100 dilutior ~“
Virkon ® § can reduce the skin challgnge due to pathogenic fungal organisms.](OPT.)

Only for application to the hair/coat/fur of dogs, cats and horses. (not for usc on food
producing animals). Do not apply ¢~ animals less than 12 weeks of age. Do not re-apply
more than once per week.

Prepare a 1% solution of Dupont (TM) Virkon (R) S in clean water. Using a clean sponge
or cloth, apply Virkon S solution to saturate the coat of the animal, ensure that the
disinfectant solution is kept out of the animals eyes, ears and respiratory tracts. Leave for
ten minutes and then rinse the animals coat thoroughly with clean water. If re-treatment is
necessary, wait at lcast 7 days.| (OPT).

f:sharedidupontwirkon sivirkon S CA draft 030805.wpd 69



Page 11
GREENHOUSES AND HORTICULTURE

Virkong S is intended to disinfect inanimate environmental surfaces: such as floors, walls,
glasshouse structures, ventilation and other  ~uipment, utensils, trays, and other containers,
walcr systems, evaporative coolers, storage rooms, and vchicles in greenhouses and other
horticultural settings prior to introduction or reintroduction of plants, seeds, or soil. It is not
intended to directly affect agricultural production and must not be applied to plants, seeds, or
soil. If necessary, remove or cover these items prior to use of the product.

For ¢—~faces and equipment

1) Sweep and remove all plant debris. Use powcr sprayer to wash all surfaces to remove loose
dirt.

2) Use a dilution of 1:100 or 1.3 oz. Virkon S per gallon of clcan water. Use a " ition of 1:50
or 2.7 »z. per gallon of clean watcr if surfaces that are to be treated have not been pre-cleaned
with water to remove organic deposits.

3) Apply solution with mop, sponge, power sprayer, or fogger to thoroughly wet all surfaces.
4) Heavy growth of algae or fungi may have to be scrubbed off following application.

5) Reapply as ofien as needed for control.

For clcan non-porous surfaccs

Pots, flats *rays: Use a dilution of 1:100 or 1.3 oz. per gallon of clean water. Soak tools to
ensure coruplcte coverage.

Work areas: Sweep and remove all plant debris. Use power sprayer to wash all surfaces to
remove loose dirt. Use a dilution of 1:100 or 1.3 oz. of Virkon § per gallon of clean water. Use
a dilution of 1:50 or 2.6 oz. of Virkon S per gallon of clcan water if surfaces that are to be treated
have not been pre-cleaned with water to remove organic deposits.

For evaporative coolers Not approved use in California:: treat existing algae and slime-
contaminated surfaces with a 1:100 dilution of Virkon S. Treat cooler water every week with a
dilution of 1:200 or 0.65 oz. of Virkon S for every gallon of cooler water.

Virkong S may also be used to disinfect irrigation tanks and lines. Not approved use in
California: Run a 1% solution through the system or soak equipment in a 1% solution. Lct
stand for ten minutes and flush system with clcan water after treatment.

Virkong S at 0.5-1% sotution is recommended for use in fogging (wet misting) operations or as a
supplemental measure either before or after regular cleaning and disinfecting procedures. Fog
.wet mist) until the area is moist using automatic foggers according to manufacturer’s use
directions. Rinsec foggers and spray  with water following use.
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DISINFECTION LIMITED TO SPECIFIC AND 7" "OWN DISEASE ORGANISMS
Not approved use in California
The mstructions above call for use of » 1% solution for gencral disinfection, however, Virkon S
is effective against the following disec.. > organisms at the dilution rates specified below. 1If the
threat is known and hmited to one of the organisms below, Virkon S may be used at the
following dilution rates:

Disea.. Organism Dilution Oz./Gal.
rate
PCV Virus (PMWS) 1:200 0.7

USES IN FACILIT! 3 USED FOR TEMPORARY CONFINEMENT OF ANIMALS

A 1., solution of Virkon S is reccommended to clean and disinfect inanimate surfaces associated
with facilities used for the temporary confinement of animals. Sites may include, but are
limited to, barns, sheds, stables, pens, cages, and associated access alleys or walkways. Virkon S
may also be used to clean and disinfect equipment related to the maintenance of animals found at
fairs, cxhibitions, animal auction yards, «.imal show/boarding facilitics, or other similar
agricultural facilities designed for the temporary housing of animals.

To ensure that Virkon S does not come in dircct contact with animals, feed, or wa.__, remove
animals from trcatment sitc and either remove or cover feed and water apparatus. ™2 cnsure
preci«<~ apphication on inanimate surfaces, Virkon S may only be applied using hand-held

spray ..., sponges on other absorbent materials. Do not allow Virkon S to pool on surfaces that
may be within reach of animals. Do not allow Virkon S to come into direct contact with people.
Allow Virkon S to completely dry prior to housing animals, using equipment, or allowing pcople
to contact treated sites.

INSTITUTIONAL AND SERVICE FACILITIES
(HUMAN HEALTH)

CONTROLS: Human Immuno-Deficiency Virus (HIV) Type 1 (on hard, non-norous surfa___),
Streptococcus pyogencs, Helicobacter pylori, Klebsiclla pneumoniae, Eschericiua coli,
Salmonella typhimurium, Salmonella choleraesuis, Pseudomonas acruginosa, Staphylococcus
aureus, Staphylococcus epidermidis, and Trichophyton memagrophytcs. (OPT.)

With Virkong S, only one product is needed to clcan and disinfect all surfaces except acid-
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon S on these acid-
sensitive surfaces. Avoid splashing Virkong S solution on textiles or carpets. Virkong S may be
used on carpeting or other textiles only if area is tested for color fastness before use and treated
area vacuumed when dry.

Clearung and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0%

Virkong S solution prepared according to the Dilution Chart below. Apply to surface using a
mop, sponge, brushes or spray device until the surface is visibly clean. Air dry. In  ses of
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fungal or viral contamination of non-food contact surfaces, follow these instructions substituting
a 2.0% Virkony S solution.

Sanitizing Toilet Bowls: After flushing, sprinkle 1 oz. Virkong S powder around the bowl, scrub
with a brush, and leave for 10 minutes. Flush.

Cleanipe and Disinfecting Manikins Used in CPR Traiming: Manikins should be cleaned as soon
as poss...2 at the end of each class to avoid drying of contaminants on surfaces. Disassemble the
manikin as directed by the manufacturer's instructions. Thoroughly wash all internal and
external surfaces and reusable protective face shields with a brush using a 1% Virkong S
solution. Let stand for 10 minutes and rinse with potable water.

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HIV Type 1 Contamination:
Cover heavy spillage of body fluids with Virkony S powder. Let stand for 10 minutes, and then
scoop into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2%
Virkong S solution according to the Dilution Chart. Apply to surface to be treated using a mop,
sponge, brush or spray device until t  surface is visibly clean. Air dry.

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST "HIV-
1 ON HARD NON-POROUS SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS.

Alls HIV-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body
fluids in health care settings (Hospitals, Nursing Homes, ctc.) or other settings in which there is
an cxpected likelthood of soiling of hard non-porous surfaces/objects with blood or body fluids,
and in which the surfaces/objects likely to be soiled with blood or body fluids can be associated
with the potential for transmission of Human Immunodeficiency Virus Type 1 (HIV-1)
(associated with AIDS).

PERSONAL PROTECTION: When handling items soiled with blood or body fluids use
disposable protective latex gloves, gowns, masks, and eye protection.

CLEANING PROCEDURES: Blood and other body fluids must be thoroughly clez 4 from
surfaces and objects before application of this product.

CONTACT TIMo. Allow surface to remain wet for 10 minutes.
DISPOSAL OF INFECTIOUS MATERIALS: Blood, body fluids, cleaning materials ar

clothing should be autoclaved and disposed of according to local regulations for infectious waste
disposal.
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EMERGENCY RESPONSE AND ON-SITE CLLEANUP

Cover heavy spillage of body fluids with Virkony S powder. Let stand for 10 minutes, and then
scoop into plastic bag. Treat bag and its contents as infectious medical waste.

Prepare 2% Virkong S solution according to the Dilutio Tart. Apply to surface to be trcated
using a mop, sponge, brush or spray device until the surface is visibly clean. Air dry.

STORAGE AND DISPOSAL
¢ 'ORAGE: Storc in a cool, dry placc in tightly closed container away from children. Always
replace hid afer use. '

MSPOSAL: Wash empty containcr thoroughly and dispose in trash. Do r~* =ix this product
with ott - chemicals.

-

S R
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c. Petitions for regulations for residues of pesticides
-..an direct treaument of processed foods with funigamts
or insecticides.

d. Petitions for food additive requlations to permit the
gafe use of pesticides to impregnate food-~packaging
materials such as wrappers or bags to protect raw
agricultural commodities fram any pest or to protect
processad foods fram insects.

2. The following petitions will be processed by FDA:

. a. Petitions for food additive regulations to permit use
of sanitizers on food—contact surfaces.

b. DPetitions for food additive regulations to permit the
safe use of pesticides as preservatives in processed
food.

c. Petitions for food additive regqulations to permit the
safe use of pesticides in food packaging material when
such use is nrot covered by 1l.d.

3. Applications for approval of drugs under FFDCA and for
registration of pesticides under FIFRA will be processed as
follows:

a, Vhenaver a prodt : is submitted to either FDA or EPA

for approval and it is believed by eitt = agency that

‘ the product is subject to the requirements of both the

-FFDCA and the FIFRA, an interagency determination will

be nade and an agreement reached with respect to (1)

whecher the product is subject to the requirements of

the FFDCA and FIFRA, (2) whether particular claims are

" iticide” or "drug" claims and (3) whether the

representations made for the product, including the

implications to be drawn therefrom, are primarily
"pesticide" or "drug" representations.

b. Whenever applicatiocn is made to EPA for _ xgistraf
a product that is both a drug and 3 pestici
determination has been made that the principal
or representations relate to a pesticide, EP
withhold registration of the product under FIFR
it has been informed by FDA that the product <
with the provisions of the laws administered by !

- S I, s e X e . T -—a
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Whenever application is made to FA for approval of &
product that is both a drug and a pesticide and
determination has been made that the principal claims
or representations relata to a drug, FDA will not
approve a new drug application, a new animal drug
application or an antibiotic application without first
being advised by EPA that the claims or representations
subject to the provisions of the FIFRA are warranted
and that the product is eligible for registration under
that act.

Whenever application is made to EPA for the
registration of a product that is both a drug and a
pesticide and determination has been made that the
principal claims or representations relate to a drug,
the matter will be referred by EPA to FDR and the
matter will thereafter be handled as if the application
had been originally made to FILA.

Whenever application is made to FDA for approval of
a product that is both a pesticide and a d&rwg and
determination has been made that the principal claims
or representations relate to a pesticide, the matter
will be referred by FDA to EPA and the matter will
thereafter be handled as if the application had been
originally made to EPA.

Neither agency will approve the marketing of a product
under the law administered by it if the product would
not be in full compliance with the requirements of a
law administered by tha other.

NOTE: The following paragraphs (g thru n) were added
oy amendment effective August 28, 1973.

Submissions for approval will be to the agency having
primary jurisdiction in the format required by that
agency which will be considered acceptable by the other
agency in lieu of that normally required. Where
specific requirements of the two agencies conflict in
matters such as manufacturing, formulation, and
labeling, the requirements of the agency of primary
jurisdiction will apply.
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h. The application of a product for any of, but not
necessarily limited to, the uses listed below is
considered to be both a human drug and a pesticide.
The agency for primary jurisdiction regarding such
products will be FDA and seco " irily EPA.

i) Pediculicides and scabicides intended to
control parasites on humans.

i) Products intended to relieve the effec of
insect bites on humans which al: claim to
repel the insects causirg such bites.

i1i) Products intended to prevent diaper rash by
treatment of diapers.

iv) Pungicides for human use, i.e., athlete's
foot which also claim to destroy such fungus
on lnanimate objects.

i. The application of a product for any of, but not
necessarily limited to, the uses listed below is
considered to be both a pesticide and human drug. The
agency for primary jurisdiction regarding such products
will be EPA and secondarily FDA,

Disinfectants and sanitizers intended for use
an inanimate objects but including claims for
use on humans.

j. Certain pesticides subject to the laws administered by
EPA are also deemed 0 be animal drugs and subject to
the laws administered by FDA under, but not necessarily
limited to, the following conditions:

i) Products for oral administration such as
tablets, boluses, drinking water
preparations, medicated blocks, and medicated
feeds, including liquid feeds and supplements
(these do not apply to articles solely for
the control of fecal breeding flies, nor
solely for sanitizing the drinking water of
animals).

i1} ~ oducts administered parenterally.

Date: 10/01/80 o PAGE 5
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iii) Products which are absorbed through the skin

iv)

v)

surface as in Asm~dectic marxie corditions.

Products introduced into wound or body
openings, except for screwworms control,
including application to the ear canal, for
the control of ear mites; such corditions
often require supportive treatment.

Products applied topically for their systemic
action in an animal,

The application of a pesticide for any of the uses
listed below is considered to be both an animal drug
ard a pesticide. The agency for primary jurisdiction
regarding such articles will be FDA, except in those
cases where the d&ugy use. is regarded as not a new
animal drug. In this event, since FDA has no -
preclearance requirements for products so considered,
the submission for rer~istration will be to EPA.
Bowever, the preduct wii. not be registered until EPA
has been notified by FDA that the product is in
canpliance with the requirements of the FFDCA.

i)

ii)

iii)

iv)

vi)

vii)

Treatments for control of horse bots.

Treatments that are administered orally or
parenterally for control of cattle qrubs.

Treatments for control of demoGectic mange
mites.,

Treatments that are adminis“--ed orally or
parenterally for control of tleas (or other
external parasites).

Treatments for control of ear mites,

Treatments for control of ticks if the
product labeling includes claims for control
of ear mites.

Aquatic treatments intended to control
parasites and/or disease of fish in ponds or
aquar iums.

Date:
1F 2y
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vili)Animal drinking water treatments with direct

ix)

or implied claims for control of animal
parasites or diseases.

Any other product with a mode of action
similar to that under j. '

1. The application of a pesticide for any of the uses
listed below will be regarded solely as a pesticide
usage except where it has an action described in j, in
which case it is oconsidered to be both an animal drug
and a pesticide. In these cases, the agency for
primary jurisdiction will be EPA.

1)

ii)

iii)

iv)

v)

vi)

vii)

Treatments that are administered topically
for control of cattle grubs which include
application by spray, dip, pour-on, spot-on,
back rubber or dust.

Treatments for controcl of screwworms that
are administered topically.

Treatments for control of wool maggots that
are adminis red topically.

Treatments for control of horn fly or face
fly that are administered topically.

Treatments for control of sar.coptic,
psoroptic, and chorioptic mange mites that
are administered topically.

Treatments that are administered topically,
for control of ticks except as listed in item
Ko (v1).

Treatments for control of sheep ki °s that are
administered topicallv.

viil)Treatments for control of fleas that are

ix)

administered topically.

Treatments that are administered orally
solely for control of horn fly _ _l/or face
fly in cattle manure.

Date:
[P k4
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x) Aguatic treatments of ponds or aguariums
solely for control of algae or bacterial
slime and any other aquatic treatments solely
for pest control which & not include claims
for control of parasites or diseases of fish.

xi) Sanitizers intended to sanitize aguarium
equipment.

xii) Sanitizers appliéd to inanimate surfaces
and/or in drinking water of animals that do
not include any direct or implied claims to
control disease.

m. If a product that is subject to joint jurisdiction is
deemed to be either a new human or animal drug, prior
to registration by EPA, it must be in full campliance
with the requirements for FDA approval of a new drug
application, to include publication of its approval

where required by the FFDCA (i.e., new animal drug), .

regardless ‘of the agency of primary jurisdiction.

n. If a manufacturer proposing a new product is unable to
determine the agency of primary jurisdiction, a
presubmission inquiry may be sulmitted to eith
adgency. FDA and EPA will jointly consider the ingquiry
and advise the manufacturer of their conclusions in
this matter.

If the poisonous or deleterious substance referred to in
section 486 of the Federal Food, Drug, and Cosmetic Act is
present in food primarily as a result of its use as a
pesticide chemical, or a pesticide, any regulation
establishing a tolerance for such substance in food will be
pranulgated by the Envirommental Protection Agency. Any
other regulations under section 466 will be promulgated by
FDA.

EPA will have primary responsibility for maintenance of an
analytical reference standards repository of pesticides for
which tolerances are established. FDA will transfer to EPA
those samples which have been prepared for this purpose.
Upon request, portions of these samples will be made
available to the FDA and local enforcement authorities as
needed for use in official analysis.

Darce:
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Each agency will appoint an individual and alternates who

shall be responsible for

coordination.

interagency cooperation and

a. These representatives, with staff support as desired,
shall meet regularly on a mutually agreeable schedule
to discuss program and policy coordination and to

establish operating

i)
ii)

iii)

iv)

vi).

To assure adherence to the general provisions
of para, _phs 1-4 above, inclusive;

To promote mutual concurrence an chemical,
toxicologic, and pharmacologic requirements
for pesticide tolerances;

To provide for complete and timely exchange
of informatiocn concerning proposed
tolerances, administrative guidelines,
methodology, research programs, monitoring,
surveillance and enforcement programs, and
legal actiom;

To provide that FDA will continue
responsibility for agreements with States and
foreign countries on surveillan and
enforcement activities on pesticide residues
in food;

To provide that where the official U.S.
delegate to international organizations is
either EPA or FDA this will not automatically
preclude representation by the other agency;

To provide that publication of FDA's
Pesticide Analytical Manual for residues in
foods and other enviroimental substrates will
be continued as a joint FDA-EPA sponscrship
under editoral management consisting of
rept entatives of both agencies.

procedures between the agencies.
Primary functions of the representatives are:

b. Issues arising out of the above provisions which are
not resolved after two regularly scheduled meetings
shall be subm.cted through the organizational structure
of each agency for resolution,

Date:
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TRANSMITTAL LETTER
September 29, 2005

Document Processing Desk
Antimicrobials Division (7510C)

US Environmental Protection Agency
Office of Pesticide Programs

Mr. Adam Heyward (PM34)

Room 266A, Crystal Mall #2

1801 S. Bell Street

Arlington, VA 22202-4501

Reference: Virkon ® §
EPA Registration No. 71654-6

Dear Mr. Heyward,
’lease find the attached application form 8570-1 for notification of the altcrnatc brand

\ame:
DuPont ™ Virkon ® Aquatic Disinfectant and Virucide

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulation
sat 40 CFR 152.46, and no other ¢ ~~ges have been made to the labeling or the
confidential statement of formula for the product. [ understand that it is a violation of 18
USC Sec. 1001 to willfully make any false statements to EPA. | further understand that if
this notification is not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46,
this product may be in violation of FIFRA and I may be subject to enforcement action
and penalties under sections 12 and 14 of FIFRA.

Should you have any questions, feel frce to call.

Sincerely,

Thomas C. McEntee :,:::'
Product Registration Manager sevees .

Thomas.C.McEntee(@usa.dupont.com . . e
Dupont Chemical Solutions Enterprise "ete .
Barley Mill Plaza, P. O. Box 80023 esses ‘eces’
4417 Lancaster Pike seses’ .

Wilmington, DE 19805 .::::.
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uF e len L3 seirhdng Enterpnss

Gt ngton, G2 TghRiL02

DuPont Chemncal Solutions Lnterprise
TRANSMITTAL LETTER

October 11, 2005

Document Processing Desk (NOTIF)
Antimicrobials Division (7510C)

US Environmental Protection Agency
Office of Pesticide Programs

Mr. Adam Heyward (PM34)

Room 266A, Crystal Mall #2

1801 S. Bell Street

Arlington, VA 22202-4501

Reference: Virkon ® S
EPA Registration No. 71654-6

Dear Mr. Heyward,

Please find the attached application form 8570-1 for notification of the altemate brand

name:
DuPont ™ trifectant ® Broad Spectrum Disinfectant

T s notification is consistent with the provisions of PR Notice 98-10 and EPA
reyulations at 40 CFR 152.46, and no other changes have been made to the labeling or
the confidential statement of formula for the product. | understand that it is a violation
of 18 USC Sec. 1001 to willfully make any false statements to EPA. | further understand
that if this notification is not consistent with the terms of PR Notice 98-19 and 40 CFR
152.46, this product may be in violation of FIFRA and | may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

Should you have any questions, feel free to call.

Sincerely,

, »jj .
e Doe S
Thomas C. McEntee e
Product Registration Manager secsse .
Thomas.C.McEntee@usa.dupont.com eeeny  Seeele
Dupont Chemical Solutions Enterprise *0e" . .
Barley Mill Plaza, P. O. Box 80023
4417 Lancaster Pike sones .
Wilmington, DE 19805 2%
By ocho Purncte Moarae r-cned U r e, -
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Fraase read instructions on reverse before compleling form.

Form Approved. OMB No. 2070-0060

P United States r: | Registration OPP identifier Nurnber
VEA Environmental Protection Agency i Amendment
Washington, DC 20460 ‘ Other
Application for Pesticide - Section |

1. Company/Product Nurv ¢ 2. EPA Product Menager Ta. Proposed Classifioation
71654-6 Adam Heyward 7J b_(_}Nom U Restrioted

4. Company/Product (Nema) | PM2 |
Virkon (R) S ; 34

. — !

5. Name and Addross ot Applicant finckude ZiP Codel ! 6. Expedited Reveiw. n accordance with FIFRA Section 3{c}(3)
£.1.du pont de Nemours & Company : {b)il, my product is simitar or identical in composition and labeling
Dupont Chaemical Solutions Enterprise, P. O. Box 80023 ! to:

Wilmington, DE 19880-0023 | EPA Reg. No.

;L__; Check i this is 8 new sddress Product Name

Saction - U}
U Amendment - Expiein below. L | Final printad labels in rey b t0
p— Agancy letter dated - —_——

'.—’ Resubmission in response to Agency (etter deted ___ D “Me Too" Application.
i
1% Notifice ‘wplein below. LJ Other - Exploin below,

Exp&mmion: Use sdditionsi page(s) if neceasary. {For section | and Section 11.)

Notification of Allernate Brand Name per PR Natice 38-10 DuPont {TM) trifectant (R} Broad Spectrum Disinfectant
This notification is congistent with the provisions of PR Notice 98-10 and EPA regulation sat 40 CFR 152.46, and no other changes have been made to the labeling or the

that if this notfication is not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46, ttus product may be inviolation of FIFRA and | may be subject to
enforcement action ard ronaities under sections 12 and 14 of FIFRA.

confidential stalement of formula for the product. | nudersiand thal it is a viatatlon of 18 USC Sec. 1001 to willfully make any false statements to EPA_ | furhler understnad

Section - il

1. Material This Product Will 8e Packeged in: . o

—
Child-Resistart Packaging Tum Packaging Water Soluble Packaging 2. Type of Containas
b Yeos u Yeos 7 Yos - ! Matal
N T N X {astic
X _|ne O Rt No ! Slass
i “Yeos® No. per  *Yes" No. per ! Paper
Cortification must | ot Peckaging wgt.  container Packege wgt cont‘:inor ___} Othar (Specity)
subemitted 1
———— e ede
3. Locetion of Net Contents information 4. Sizels) Retail Container 1 5. Location of Label Directions
r
X Label LJ Container _ 10 'b 1ib., 9 oz. I {X_j
8. Manner in Which Label is Affixed to Product | anhoguph |_] other
u Ste -d
Section - IV
1. Contarr Point [Complete items directly beko-- “or identification of individual to be contacted, i¥ necessary, to process this spplication.)
Name Title Tolaphone No. Yipgliudq Ares Code)
Thomas C. McEntee Product Registration Manager 302 982 3771
Certification £. Date Application

! cortify that the statements | have made on this form end oif attachments thareto are true, accurate and comgte | ¢ Received
1 scknowledge thet sny knowlinglly false or misieading sistement may be punishsble by fine or imprisonnentor o ] ‘?}1‘!‘0"'
[ 4
[ ]

both under appiicabls law. cavave

—o L d

L4

2. Signeture 3. Title e <
"’//77,7,,‘4, ( ZVA Product Registration Manager P

4. Typed Name 5. Date ::':
Thomas C. McEntee October 1 1 ’ 2005 R

EPA Form 8570-1 {Rev. 3-94) Provious editions are obsolste.
92

White - EPA Flle Copy [originel} Yelow - Applicent Copy
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TRANSMITTAL LETTER
September 30, 2005

Document Processing Desk (NOTIF)
Antimicrobials Division (7510C)

US Environmental Protection Agency
Office of Pesticide Programs

Mr. Adam Heyward (PM34)

Room 266A, Crystal Mall #2

1801 S. Bell Street

Arlington, VA 22202-4501

Reference: Virkon ® S
EPA Registration No. 71654-6

Dear Mr, Heyward,

Please find the attached application form 8570-1 for notification of the alternate brand
name:
DuPont ™ Virkon ® ' Disinfectant and Virucide for Veterinary Use

This notification is consistent with the provisions of PR Notice 98-10 and EPA rcgulation
sat 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statcment of formula for the product. 1 understand that it is a violation of 18
USC Sec. 1001 to willfully make any false statcments to EPA. | further understand that if
this notification is not consistent with the terms of PR Notice 98-19 and 40 CFR 152.46,
this product may be in violation of FIFRA and I may be subject to enforcement action
and penalties under sections 12 and 14 of FIFRA.

Should you have any questions, fecl free to call.
Sincerely,

/7 Cppeets o, {;&\

Thomas C. McEntee
Product Registration Manager :

Thomas.C.McEntee@usa.dupont.com
Dupont Chemical Solutions Enterprise “enes
Barley Mill Plaza, P. O. Box 80023 .
4417 Lancaster Pike

Wilmington, DE 19805
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Frease raad instructions on reverse before complaling form. Form Approved. OMB No 2070-0060
s [ ! .
n United Stetes ] *3 Registmtion OPP Identifier Numbor
VEA Environmental Protection Agency ;| Amendment

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Maneger ra. Proposed Classification
| 71654-6 Adam Heyward [2‘_} Nome ! Restricted
4. Company/Product (Name) [ Pz |
Virkon (R) S I 34 |
—T
S. Neme and Address of Applicant finciude ZIP Code) | 6. Expoedited Reveiw. In accordance with FIFRA Section 3(c)(3)
E.l.du pont de Nemours & Company | (bMi}, my product is similar or identical in composition and labeling
Dupont Chemical Solutions Enterprise, P. O. Box 80023 [ to:
Wilmington, DE 19880-0023 EPA Reg. No.
|
L_JChcdffN:isanmaddrm Product Name
Section - I
' r )
] ] Amendment - Explain below. Final printed labels in repsonse to
— L"" Agency letter dated .
Q Resubmission in response to Agency tetter deted ___ D “Me Too" Application.
Iy | Notification - Expisin below. Other - Explain below.
X L]

Explanation: Use additions! page(s) if nocessary. {For section | snd Section Ii.)
Notification of Allernate Brand Name par PR Notice 98-10 DuPont (TM) Virkon (R) VC Disinfeciant arxd Virucide for Veterinary Use

This notification is consisient with the provisions of PR Natice 98-10 and EPA regulation sat 40 CFR 152.46, and no plher changes have been made to the labeling of the
confidential statement of formula for the producl. | nuderstand that it is a violation of 18 USC Sec. 1001 to willfully makc any false statamanis to EPA. | turhter understnad
ihat if this nolification is not consistent with the 1erms of PR Natice 98-10 and 40 CFR 162.46, this product may be invioialion of FIFRA arxd | may be subject to
enfarcement action and penatties under sections 12 and 14 of FIFRA.

Section - I

1. Material 1rws rroauct Wil Be Packaged In:

Child-Resistant Psckaging ; Unit Packaging Water Soluble Packaging T.2. Typo‘of Contsines
! Yas u Yes ‘ Yes [ 7773 Metat
— X Plastic
X No L No Ne L Glass
, H "Yes® No. per It "Yes" No. per i Paper
W‘%’W must g Unit ;s.cknging wgtl. comtainer Packege wgt contsiner L__ __} Other (Specify)
submitted i
3. Lucation of Net Contents Information 4. Sizels) Reteil Container T 5. Location of Label Divections
X Lebel || Container 10 1b., 1Ib., 9 oz. l X ]
6. Manner in Which Label is Affixed to Product | | Lithograph {_] oer
e 4
[ {Somarplued
Section - IV
1. Comact Point {Complets items directly below for identification of individusl to ba cantacted # ~scesssry, 10 process this applicetion.]
Name j} Title Telophone No. {inciude Area Code)
Thomas C. McEntee | Product Registration Manager 302 992 3771
Certification 6. Dete Apphcation
1 cartify that ths state: 's | have madse on this form and alf attachments thereto sre true, acourate snd complets. ReSatved’
{ scknowledge that sny xnowlingity talse or misleading statament may be punishable by fine or imprisonment or 18“‘]‘9’“
both under applicsble faw. *eees
2. Signature 3. Title » seese}
TR - y . . d p
7 g (1 ZZ4«_ Product Registration Manager coseet
L ] L] e
4. Typed Name 5. Dete ®ee s PRPR
o b
Thomas C. McEntee . sncee
Septemer 30, 2005 ne
EPA Form 8670-1 {Rev. 3-94) Previous sditions are obsolete. Whits - EPA Flle Copy {originel} Yelid&* Agppeiem Copy
e 869
[ ] [ 2
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

€D &7 PP .
S ey WASHINGTON, DC 20460
= w
(<]
2 g
*’4( me“g
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Antimicrobials Division

September 28, 2005

SUBJECT: PRODU I CHEMISTRY REVIEW OF: Virkon S

O D Barcode: D320694 Reg. No. Or File Symbol: 71654-6
Manufacturit.g-use [] OR End-use Product [X]
TO: Adam Heyward PM 34 / Sherri Gray. Team Reviewer

Regulatory Management Branch 1l
Antimicrobials Division (7510C)

" FROM: Robert Turpin, Chemis
Product Science Branch, C1 team
Antimicrobials Division (7510C) - ) ()/
THRU: K~-»n P. Hicks, CT Team Leader w -\
. e

Product Science Branch ’,/'
Antimicrobials Division (7510C)

THRU: Michele E. Wingfield, Chief
Product Science Branch

Antimicro_._1s Division (7510C)

Product Formulation

Active Ingredient(s) % by wt.
Potassium peroxymonosulfate ............... 21.41
Sodium chloride ... ... 1.50

BACKGROUND: The registrant has submitted data in response to the Agency’s request of November
10, 2004. Subinitted are studies according to guidelines 830.1750, -1800, -7300, -7000. and ~6314.

Page 1 of 2
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FINDINGS:

}. MRID #466175-01: The report contains a descriptic~ md data responding to the requirements of
OPPTS Test Guiu..dne 830.1800. The test method, titration, and the resulting data are acceptable.

2. MRID #466175-02: The report contains data responding to the requirements of OPPTS Test
Guidelines 830.6314, -7000, and —7300. The data indicated a slight reducing potential and no reaction
to powdered iron. The pH was determined to be 2.10 @ 25° C, and the bulk density was 0.981 g/mi @
24" C. The data are acceptable.

3. MRID #46617¢ J13: The report contains data responding to the requirements OPPTS Test Guideline
830.1750. The data are acceptable.

4. The storage stability and corrosion characteristics studies are on-going and will be made available to
the Agency upon completion.

RECOMMENDATIO! i None.

Page 2 of 2
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SO ST UNITED STATES ENVIROI...El AL PROTECTION AGENCY
QN WASHINGTON, 0.C. 20460
NZ

T

pOHIANy
AGENGY

~

August 9, 2005
OFFICE OF
PREVENTION. PESTICIDES AND
TOXIC SUBSTANCES

E.1. DUPONT DL NEMOURS AND COMPANY
BMP 272161, PO Box 80023
WILMu~( ON, DE 19880-

Repor Hf Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 0¥ *UG-05. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record 1D's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data subuussion, please raise them with the cognizant Product Manager,
to whom the data have been released.
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Curant Charmes! Schypons Enlerorss
Foo dox 800
iimangten D2 VYBRILUZL

488175-00

DuPont Chemical Solutions Enterprise

TRANSMITTAL LETTER
August 2, *105

Document Processing Desk
Antimicrobials Division (7510C)

US Environmental Protection Agency
Office of Pesticide Programs

Mr Adam Heyward (PM34)

Room 266A, Crystal Mali #2

1801 S. Bell Street

Arlington, VA 22202-4501

Reference: Virkon ® S
EPA Registration No. 71654-6
(Previousiy EPA Reg. No. 62462-1)

Dear Mr. Heyward,

This letter and its attachments are in response to your November 10, 2004 letter. The following studies
are attached:

830.1750 Certified Limits

830.1800 Enforcement Analytical Method
830.7300 Bulk Density

£°7.7000 pH

$5v.6314 Oxidation/Reduction

The following studies arc in progress with completion dates in July 2006:

830.6317 Storage Stability
830.6329 Corrosion Characteristics

Should you have any questions, feel free to call.
Sincerely,

/-7%4 7 ey ;j;éf:

Thomas C. McEntec
Product Registration Manager
Thomas,C.McEntee@usa.dupont.com

00 da Dot e Maraswrs sl Sormiprny 102
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Ca: 7 Consulting Laboratories, Inc.

To:

Attention:

From:

CCL Study No.:

Sponsor Study No.:

Test Substance:
Synonym:

Lot No.:

Active Ingredient:
Subject:

Q“ ..-:C,r“”-;

622 Route Ten
Whippany, New Jersey 07981
Tel. 973-428-9666
Fax. 973-887-4419
E-Mail: case@case-labs.com

July 7, 2005

E.l. du Pont de Nemours and Company
DuPont Chemical Solutions Enterprises
P.O. Box 80023

Wilmington, DE 19880-0023

Thomas C. McEntee
Registration Manager

David J. Sinning
Study Director

3280-05

DuPont-17476

H26820

Virkon S

19861

Potassium peroxymonosulfate, 50% (10.4% Available Oxidant as Cl,)

Initial Storage Stability and Corrosion Characteristics, OPPTS Teet
Guidelines, Series 830, Product Properties: 830.6317 ~~- 830.654v

To determine the storage stability and corrosion characteristics of one lot of H26820.

TESTME 10D

830.6317: Storage Stability

The test was conducted with the test

“istance in order to establish an initial value. The test

substance will also be evaluated after 3, 6 9 and 12 months at room temperature in contact with
its commercial packaging material (high density polycthylene). Al details of the method used
will be documented in the raw data and will be presented in the Final Report which will be
submitted upon completion of the 12 month interval.
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Thopmas C. McEntee

E®P th Pont de Nemours and Company
Dul’SteChemical Solutions Enterprise
July,¥; 2005

Page Three

a aeeo
o o [ ]
c --

RE TS CONT'D.

'l'.os.t&J.bs“’— -e: H26820
Lot Ne.: 19861
Guideline

830.6320: Corrosion Characteristics:

Interval Observation

. After 12 Months at Room 1 emperature To be reported upon completion

Respectfuily submitted,

David J. Sinning CASE CONSULT

Study Director

ra

LABORAT S, INC.
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Farm Appaoved GMB Nbs $2070-0060; 2070-0057;

ré\&"; UNTED STATES ENVRONMENTAL PROTECTDN AGENCY 2070-0107; 2070-0122; 2670-0164
i\_,,j 1200 PenngyWania Avenue, N W | .
®
WASHNGTON,D L. 2046 e e’ o’e o"*
* s & * o0

B B .

Papew ok Reducton ActNetice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration :m'v.vmes and 0.2'511311& per resp'ms:e o8 *
reregistration and special review activitles, including time for reading the instructions and completing the necassary forms. Send comments regarding the burden estimate ar any other aspect of this colleclion of
information, including suggestions for reducing the burden to: Director, Collaction Strategles Division (2822T), U.S. Environmental Proleclion Agency. 1200 Pennsylvania Avenue, N.W,, Washingtor, DC 20460
Do not send the form to this address,

DATA M ATR X

Date  August 2, 2005 EPA Reg No.File Symbol  71654-6 Paget of 1

Appilicant's/Registrant's Name & Address £ |, du Pont de Nemours and Company Praduct Virkon (R) )
P.O. box 80023 Wilmington, De 19880-0023

Ingredient
Submitler Status Nate
1 du Pont de Nemours
E.I du Pont de Nemours
.| du Pont de Nemours
.1 du Pont de Nemours
E.I du Pont de Nemours
ot Applicable to powder 6315(b)(i
ot Applicable to powder 6321(b){1)
Signature ' > Name and Titte Thomas C. McEntee, Product Date
/;’7»? D ( . >%, MZL Registration Manager Aug. 2 2005
EPA Form 8570-35 (12-2003) Electronic and Paper versions avallable. Submit only Paper version. Public File Copy
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*Inert ingredient information may be entitled to confidential treatment*

|
:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

160 87,
e & -
N b3 ZE OF

; 9 PREVE N PESTICIDES
2 < AND TC.... JUBSTANCES
Q&M - Antimicrobials Division
March 28, 2005
SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Virkon S
DP Barcode: D314453 Reg. No. Or File Symbol: 71654-6
Manufacturing-use [] OR End-use Product [X]

Adam Heyward PM 34/ Sherri Gray, Team Reviewer
Regulatory Management Branch 11
Antimicrobials Division (7510C)

FROM: Robert A. Turpin, Chemis!
Product Science Branch, C1 1eam
Antimicrobials Division (7510C)

THRU: Karen P. Hicks, CT Team Leader
' Product Science Branch
Antimicrobials Division (751 ()C)(‘

THxU: Michele E. Wingfield, Chief
Product Science Branch

Antimicrobials Division (7510C)

Product Formulation

Active Ingredient(s) % by wt.
Potassium peroxymonosulfate ...........coooveevieienn 21.41
Sodium chloride ..o 1.50

BACKGROUND: The registrant has submitted an amendment to its registration reducing the  ominal
concentration of dye in the formulation and increasing the concentration of the | by a
corresponding amount. The registrant is also notifying the Agency of changes of two suppliers of inert
ingredients and correcting the address of the supplier of colorant.

Page 1 of 2
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FINDINGS:

. The Confidenti-' Statement of Formula of the subject product, dated March 4, 2005,
dye content is accy,..able to the Agency.

2. The substitute suppliers of inert materials are acceptable.

RECOMMENDATIONS: None.

Page 2 of 2

with the reduced
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Wersar:.

MEMORANDUM

TO: Srimivas (n la ce: Wainda Jakob
Pat Wood
11.0248.4000.002.05

FROM: Traci Brody / Amanda Jacob
DATE: February 24, 2005
SUBJECT:  Data Evaluation Report for Sodium Chloride and Potassium Peroxymonos * “te

(Virkon § for Aquaculture)
(Action No., GOW-07-TI TAF 2-5-22)

Attached is a Data Evaluation Report (DER) for Sodium Chloride and Potassium
Peroxymonosulfate (Vit™ 1S for Aquacuiture). The DER evaluates the chronic toxicity of continuous
exposure to ‘Virkon 8 for Aquaculture” to w trout {Oncorhynchus mykiss) (MRID 463493-01).
This study was not conducted in compliance with U.S. EPA FIFRA (40 CFR part 160) since it was
conducted to support non-U.S. product uses. The DER was prepared based on the harmonized OPPTS
Test Guidcline 850.1400 for reviewing purposes, as the scope of the study is similarto t/  required by
this guideline.

Please give us a call if you have any questions.

123




DATA EVALUATION KECORD

Sodium Chloride and Potassium I __ )xymonosulfate
{Virkon S for Aquaculture)

Study Type: Fish Early Life Stage Toxicity Test
Guideline OPPTS 850.1400

Prepared for:

Antimicrobials Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 South Bell Street
Ar” gton, Virginia 22202

Prepared by:

Versar, Inc.
6850 Versar Center
P.O. Box 1549
Springfield, VA 22151

February 24, 2005

Cont—tt Number: 68-W-01-036
Work Assignment No.: 0246.+4000.002,05, TAF 2-5-22. Action No. GOW-07-111
EPA Work Assignment Manager: Srin s Gowda
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1 November 2004 o
Mr. Adam Heyw: * ™ "¢

Antimicrobials B

US EPA

Washington, D.C. 20460

Subject: Virkon S; IIPA Rep. No. 62¢ ‘ tter Dated 21

October 2004
Pear Adam:
Following up on our telephone conversation on Thursday, T am responding to vour letter

. To support my response I am submitting the following

L R N

. Application for Pesticide Registration (EPA J'orm 8570-1)
. Proposed Product Label (3 copies); one copy with proposed changes highlighted

Your letter addressed product chemistry, efficacy and labeling issues which are addressed
in turn below,

Product Chemistry
With respect to the product chemistry issues, DuPont is prepared to address the following

data requircments for DuPont manufactured source material by submitting or citing
appropriate data within six months of label approval:

. 830.1750 Certifed Limits
. 830.1800 Analytical Method
. 830.7220 Density ‘
. 830.7000 pli
. 830.6314 Oxidation/Reduction
. 830.6315 Flammubility
. 830.6317 Storage Stability
. 830.6320 Corrosion Characteristics
. 830.6321 Dielectric Breakdown Voltage
T IFURISVIE S TR ES 1 t el
(RIS Fooosn <
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Efficacy Comments

The efficacy comments revolve around two common themes: First, the test conditions
under which the data were collected vary ina | 7 cases, ¢.g., hard water andfor a soi] load
was not used and in one casc a 2% solution was necessary to achieve efficacy. Sccond, in
some cases only one lot of test material was used, neutralizer effectiveness testing was
not conducted, GLP requirements were not observed, etc. As we've discu  d none of
these data were collected for EPA submission since it involves animal, rather than public
health claims. Now that the Agency has reviewed the data, we question the advisability
of using the same standard for judging animal health data as for public health data. If the
Agency ultimately decides it must use the same standard, it should give DuPont time to
collect and submit the additional data and approve the proposed claims on a time-limited
basis in the meantime. Nonetheless, as we agreed, DuPont has withdrawn most of the
claims in question in order to expedite approval of other pending and critical changes to
the Virkon S registration.

Note that DuPont has not withdrawn claims for those organisms listed in item no. 6 under
unacceptable data as these claims werc previously approved by the Agency and your label
comments appropriately did not request their deletion.

label Comments

l. The proposed label claims that the product, Virkon S. is a disinfectant on hard,
nonporous surfaces in the presence of 400 ppm hard water and 5% organic
matenal when used for a contact time of 10 minutes at a 1:100 dilution against the
following microorganisms: Chlamydia psittaci Spring Viremia of carp virus are
not acceptable.

Response: These claims have been removed from the proposed label.

2. The proposed label claims that the product, Virkon S, is a disinfectant at higher
dilution rates for the following microorganisms: African swine fever virus (at a
1:800 dilution), Chicken anemia virus (at a 1:250 dilution), Avian influenza virus
{ata 1:312 dilution), Infectious bursal disease virus (at a 1:250), Transmissible
gastroenteritis virus (at a §:450 dilution), and Mycoplasma myveoides (at a 1:200
dilution) are not acceptable.

Response: These claims have been removed from the proposed label.

3. The proposed label claims that the product, Virkon S, is a disinfectant at higher
dilution rates for the following microorganisms are not acceptable:

Classical swine fever virus (at a 1:150 dilution)
Foot and mouth disease virus (at a 1:1300)
Marek's disease virus (at a 1:200 dilution)
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Newcastle disease virus (at a 1:280 dilution)
Swine vesicular disease virus (at a 1:200 dilution)

Response: Thesce claims have been removed from the proposcd label.

The proposed label continues to claim effectiveness against Candida albicans |see
page 5 and 12 of the proposed label; Human Health Pathogens section and
Institutional and Service Facilities section, respectively]. although the applicant
said that such claims have been removed. You must comply with removal of the
claims against Candida albicans.

Response: These claims have been removed from the proposed label.
You must make the following changes to the proposed label, as appropriate:

(a) On page 8. change “Maraxeila bovis™ to read Moraxeila bovis.”

(b) On page 10, change “Foot and Mouse Discase Virus” 1o read “Foot and
Mouth I ease Virus.”

(c) On the page 12, change “or other textiles only it area is tested™ to read
“or other textiles only if area is tested.™

Response: The requested changes have been made.

On page 5 of the proposed label. under the section Broad ©-~ctrum Disinfectant,
there are ambiguous statements that need to be clarified. E..cfly the statement,
“Virkon S is effective against numerous microorganisms affecting animais:
viruses, gram positive and gram negative bacteria, fungi (molds and yeasts), and
mycoplasma. Efficacy of the 1% solution against bacteria and viruses was
determined in the presence of 400 ppm AOAC hard water and 5% organic
material,” is misleading. As mentioned in the Conclusion scction, several studies
were unclear concerning the final concentration of hard water and the
presence/absence of organic material. This statement must be corrected to reflect
only the microorganisins that were subjected to the stated test conditions (400
ppm and organic material). Furthermore, some of the test conditions required
greater than 1% solution to demonstrate efficacy (i.¢.. Trichophyton
mentagrophytes), again making the st:  ent listed above inaccurate and
ambiguous.

Response: The proposed label has been modified to quality claims by inserting
“no hard water.” “no organic soil load,” and “use 2% solution” wherc appropriate.

Special instructions are required when claims against Human Immunodeficiency
Virus (HIV) are proposed. An example of these special instructions is listed
below:

Spec  Instructions for Cleaning and Decontamination Against HIV-1 on hard,
non-porous surfaces/objects soiled with blood/body fluids.
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Personal Protection: Clean-up should always be done wearing protective latex
gloves, gowns, niasks, and cye-protection,

Cleaning Procedure: Blood and other body flutds containing HIV-1 must be
thoroughly cleaned from surfaces and objects before application of {product].

Disposal of Intectious Materials: Blood. body fluids, cleaning materials and
clothing should be autoclaved and disposed of according to local regulations for
infectious waste disposal.

Response: The proposed label has been moditied as requested.
8. The declaration on the label of “25% Dye™ is misleading and must be removed.

The intended implication is that the formula contains 25% of the dye contained in
the basic formulation.

Response: The phrase “reduced dye™ has been substituted for “25% dye.™
Miscellaneous Label Changes

Consistent with the recent registration transfer from Antec International Lid. to E.1.
DuPont de Nemours and Company (attached), | have changed the company name and
address, EPA Reg. No. and emergency contact numbers on the proposed label.

If you have any questions rcgarding this submission, please contact me at jjonesiaidelta-

ac.cc~ 'Thanks for your assistance,

Sincerely,

(BK cpeT

T. Jeffrey Joncs, Agent
Antec International Ltd., a DuPont Company

Enclosures
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S Ty, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

n,
fw@s
%Aeenﬂ*

OFFICE CF
PREVENTION, PESTICIDES
ANC TOXTC SUBSTANCES

September 20, 2004

MEMORANDUM

Subject: Efficacy Review for EPA Reg. No. 62432-1, Virkon S Disinfectant
DP Barcode: 304907

From: Tajah L. Blackburn, Ph.D., Microbiologtsfaaete P{ ofot
Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division (7510C)

Thru: Nancy Whyte, Acting Team Leader b %

Efficacy Evaluation Team /Z/ "o
Product Science Branch Olis'e_2 J o
Antimicrobials Division (7510C)

To: Adam Heyward PM 34/ Renae V*"-*aker
Regulatory Management ||
Antimicrobials Division (7510C)

Applicant:  Antec International Ltd. c/o Delta Analytical Corporation
Windham Road, Chilton Industrial Estates
Sudbury Suffolk C010 2XD, gland

Formulation from Label

Active Ingredient(s) O% hy wit.

Potassium peroxymonosulfate............................... 21 41%

Sodium Chloride ... 1.50%

Other Ingredient(s) .........cccoecivreecieiie e, 77.09%

Total 100.00%
Page 1 of 25
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Virucides

The effectiveness of virucides against specific virises must be supported by efficacy
data that simulates, to the extent possible in the laboratu: y, the conditions under which the
product is intended to be used. Carrier methods that are modifications of either the AOAC Use-
Dilution Method (for liquid disinfectants) or the AOAC Germicidal Spray Products as
Disinfectants Method (for spray disinfectants) must be used. To simulate in-use conditions, the
specific virus to be treated must be inoculated onto hard surfaces, allowed to dry, and then
treated with the product according to the directions for use on the produ label. One surface
for each of 2 different product lots of disinfectant must be tested against a recoverable vii
titer of at least 10* from the test surface for a specified exposure period at room temperature.
Then, the virus must be assayed by an appropriate virological technique, using a minimum of
four determinations per each dilution assayed. Separate studies are required for each virus.
The calculated viral titers must be reported with the test results. For the data to be considered
acceptable, results must demonstrate complete inactivation of the virus at all dilutions. When
cytotoxicity is evident, at least a 3-log reduction in titer must be demonstrated beyond the
cytotoxic level. These Agency standards are presented in DIS/TSS-7.

Disinfectants for Use as Fungicides (Against Pathogenic Fungi, Using a Modified AOAC Use-
Dilution Method)

The ¢...ctiveness of liquid disinfectants against specific pathogenic fungi must be
supported by efficacy data using an appropriate test. The AOAC Use-Dilution Method may be
modified to conform with the appropriate elements in the AOAC Fungicidal Test. The inoculum
in the test must -~ modified to provide a concentration of at least 10° conidia per carrier. Ten
~rriers on each of 2 product samples representing 2 different product lots must be employed in
we test. Killing of the specific pathogenic fungi on all carriers is required. These Agency
standards are presented in DIS/TSS-6.

Note: As an interim policy, the Agency is accepting studies with dried carrier counts that are at
least 10* for Trichophyton mentagrophytes and Aspergillus nige. The Agency recognizes that
laboratories are experiencing problems in maintaining dried carrier counts at the 10° level. This
interim policy will be in effect until the Agency determines that the laboratories are able to
achieve consistent carrier counts at the 10° level.

Suppiemental Ciaims

An antimicrobial agent identified as a “one-step” disinfectant or as effective in the
presence of organic soil must be tested for efficacy with an appropriate organic soil load, such
as 5 percent serum. These Agency standards are presented in DIS/TSS-2. On a product label,
the hard water tolerance .. .el may differ with the level of antimicrobial activity (e.g., sanitizer vs.
disinfectant) claimed. To establish efficacy in hard water, all microo ms (i.e., b zria,
fungi, viruses) claimed to be controlled must be tested by the appropniaie Recommended
Method at the same hard water tolerance level. These Agency standards are also presented in
DIS/TSS-2.

Page 4 of 25

197




198



199



200



201



202



mixture was kept on ice for 30 minutes, and shaken every 10 minutes. The viral content was
determined by titr—*ion in SPF chicks. The only control specified was viral stock titer.

Note: According to the laboratory report, this study “was not originally intended for submission
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part
160, were not observed during its conduct.”

13. MRID ~~“"50-18 “Laboratory E ition of ANTEC ‘Virkon 8’ Disinfectant as a
Virucidal Ayeut against Avian Influenza Virus,” by G. Parsons. Study conducted
at Ministry of Agriculture, Fisheries and Food, Central Veterinary Laboratory.
Study completion date — November 26, 1985. [A project number was not
provided.]

This study was conducted against Avian influenza virus (Strain A/Chicken/Germany/34
(H7N1), source not provided), using an unspecified host system. One lot (lot number not
provided) of the product, Virkon S Powder, was tested according to the standard protocol used
for approval of disinfectants against fowl pest but substituting the Avian influenza virus for
Newcastle disease virus. [A description of this protocol is provided in the document assigned
MRID No. 461660-12.]) Use solutions of 1:280, 1:300, and 1:320 were prepared using hard
water (target concentration of hard water not provided; titration resuits not providad). Testing
appears to have been conducted in the presence of yeast. Controls included {..- se for toxicity
and dried virus count.

Note: According to the laboratory report, this study “was not originally intended for submission
to US EPA and consequently Good Laboratory Practice Standards, as specified in 40 CFR Part
160, were not observed during its conduct.”

14. MRID 461660-19 “Virucidal Effectiveness Test” for Virkon S, by M. Khalid ljaz.
Study conducted at MicroBioTest, Inc. Study completion date — November 18,
2003. Laboratory Project identification Number 517-101.

This study was conducted against Porcine circovirus type Il (strain not specified;
obtained from American BioResearch Laboratories), using PT-1 cells (propagated in-house;
originally obtained from American BioResearch Laboratories) as the host system. Two lots (Lot
Nos. 10851 and 10650) of the product, Virkon S, were tested according to MicroBioTest
Protocol “Virucidal Effectiveness Test, Porcine circovirus,” dated July 25, 2003 (copy provided).
A use solution was prepared by adding 1 gram of the product to 199 mL of 400 ppm AOAC
synthetic hard water (titration results not provided; a 1:200 dilution). The stock virus culture
contained at least a 5% organic soil load (serum not specified). Films of virus were prepared by
spreading 0.2 mL of virus inoculum uniformly over the bottoms of separate sterile glass Petri
dishes. The virus films were dried at 25°C for 30-60 minutes. For each lot of product, separate
dried virus films were treated with 2.0 mL of the use solution. The carriers remained exposed to
tt use solution for 10 minutes at 25°C. After exposure, the virus-disinfectant mixture was
neutralized with 2.0 mL fetal bovine serum containing 0.3% sodium thiosulfate, and the plates
were scraped with a cell scraper to re-suspend the contents. The virus-disinfectant n  ture was
passed through a Sephacryl column, and diluted serially in Eagle’'s Minimum Essential Medium
containing 10% fetal bovine se ~ n. PT-1 ¢~ in multi-well culture dishes were inoculated in
quadruplicate with an unspecified amount or tne dilutions. The cultures were incubated at
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'Qe\“"o Su,&&' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460
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June 9, 2004
OEFICF O
FRIVENTAON PESTICINES AN
TONIC SE ST AN T
DELTA ANALYTICAL CORPORATION
ANTEC INTERNATIONAL LTD
7910 WOODMONT AVENUE, #1000
BETHLESDA, MD 20814

Report of Analysis for Comphance with PR Notice 86-5

Thank vou for your submittal of 05-MAY -0 Qur staft has completed a preliminary
analysis of the material The results are provided as follows.

Your submittal was found to be in full compliance with the standards tor submission of
data contained in PR Notice 86-3 A copy of your bibliography is enclosed, annotated with
Master Record 1D's (MRIDs) assigned to each document submitted  Please use these numbers in
all future references to these documents. Thank you for vour cooperation It vou have any
questions concerning this data submission, please raise them with the cognizant Product Manager.
to whom tl  data have becn relcased.
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DELTA
ANALYTICAL
CORTORATION

December 21, 2003

Mr. Adam Hevward, PM #34
Antin.crobials Branch

US LEPA

Washington, DC 20460

re: Virkon S; EPA Reg. No. 62432-1; Efficacy Data Responding to Agency Comments
. in Letter Dated July 22, 2003

Dear Adam;

Enclosed pleasc find the following data submitted in response to the Agency’s comments in a
letter dated July 22, 2003:

® Volume | of |
AOAC Use-Dilution Mcthod: Lsherichia coli, Klebsiellu pneumoniae, Staphylococcus
epidermidis, Salmonella typhimurium and Streptococcus pyogenes: Antec Virkon S.
MRID#

If you have any questions regarding this submission, please contact me as soon as possible.

Sincercly, cene
[ ] [ ]
[ X 2 K J
. L] L ]
scaven
T :
ssense L4
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[ L J (XXX ]
[ ] ()
T. Jeffrey Jones, Agent teete cese
1 se see .
Antec International Lid. ceene °.:
L ]
Enclosures secee .
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January 23. 2004
OITICE LI
PREAINTION. PESTIUIDES XLy
TOXNIC SUBSTANCES
DELTA ANALN . Al CORPORATION
ANTEC INTERNATIONAL LTD
7910 WOODMONT AVENUE, #1000

BETHESDA, MD 20814

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 07-JAN-04  Our staff has completed a prelimimnan
analysis of the material. The results are provided as follows

Your data submuttal was found to be partially in compliance with the standards for
submission of data contained i PR Notice 86-5, with the exceptions noted below. A copy of
your transmittal bibliography is enclosed, annotated with the Master Record ID's (MRIDs)
assighed to each document accepted. Please use these numbers in all future refercnces to these
documents.

If deficiencics were found which apply to individual accepted studies, they are listed below
following the applicable MRID. Any document which has been assigned a MRID has been
accepted under PR Notice 86-5  If any comments related to a MI™ ™™ appcar on this report. they
are provided for your information and reference when preparing future subnussions. Some
individual documents were not acceptable, and all copies are being returned to you for correction
for the reasons indicated below.

Thesc rejected studies have been assigned separate 1dentification numbers which arc
annotated on both the enclosed bibliography and the rejected document labels.

The rejected studies and their deficiencies are described below.

Rejected Study [10]

* A statement of compliance or non-comphance with the Good Laboratory Practices
Standards contained in 40CFR160 is required for all stu_ s (except rangefi~"ing studies and
supplements to previously submittedstudies) submitted to EPA. This staternent must appearas
page 3 of all studies, and must be signed and dated by the study sponsor, the study submitter, ~~~
the study director. Please sce 40 CFR 160.12 for specilic guidance.

Rejected Study [15]:
* A statement of compliance or non-compliance with the Good Laboratory Practices
Standards ¢~ *1ined in 40CFR160 is required for all studies (except rangefinding studics and
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supplements to previously submittedstudies) submitted to EPA  This statement must appearas
page 3 of all studics, and must be signed and dated by the study sponsor, the study submitter, and
the study director. Plecase sce 40 CFR 160 12 for specific guidance.

Rejected Study [16].

* A statement of compliance or non-compliance w'' the Good T.aboratory Practices
Standards contained in 40CFR160 is required for all studies (except rangefinding studies and
supplements to previously submittedstudies) submitted to EPA. This statement must appearas
page 3 of all studies, and must be signed and dated b+ the study sponsor, the study submitter. and
the study director Please seec 40 CFR 160 12 for speciic guidance.

Rejected Study [17]:

¥ A statement of compliance or non-compliance with the Good Laboratory Practices
Standards contained in 40CFR 160 1s required for all studies (except rangetinding studies and
supplements to previously submittedstudies) submitted to EPA. This statement must appearas
page 3 of all studies, and must be signed and dated by the study sponsor, the study submitter. and
the study director. Please see 40 CFR 160.12 for specific guidance.

249




DELTA
CORPORATON.. .. . 461660-00

v 9 ¥ L] o
s e L LR ]
® o & O

[ XX X ]
[ XA N}
* o0@

*
*

January 5, 2004

[ XN XN N ]
L]
[ XA XXX ]
[ ]
*e
s0000
L]
aedoe

*
L

Mr. Adam Heyward, PM #34
Antimicrobials Branch

US EPA

Washington, DC 20460

Subject: Virkon S; EPA Reg. No. 62432-1; Your Letters Dated July 22, 2003, and
August 5, 2003; New Alternate Formulas; Addition of Organism Claims;
Higher Dilution Rates

Dear Adam:

The purpose of this submission is to respond to your letter of July 22 regarding
Reregistration requirernents, to respond to your letter of August 5 regarding the Spring
Viremia of Carp claim, to propose a new basic and several alternate formulas, to add
organism claims, and to specify higher dilution rates when specific organisms are
targeted. The submission includes:

. Application for Pesticide Registration (EPA Form 8570-1)

. Confidential Statement of Formulas (EPA Form 8570-4; 2 copies)

. Proposed Product Label (5 copies); one copy with proposed changes highlighted

. Current Stamped Label

. Certification with Respect to Citation of Data and Data Matrix (EPA Form 8570-
34 and 8570-35)

. Response to Comments in EPA Letter Dated July 22, 2003

The additional required data included in this package are submitted with separate cover
letters depending on the purpose of the data submission.

Response to July 22, 2003 Reregistration Letter N

CCeCe <

In the July 22, 2003, letter following the reregistration review of the Vitkbn S ¢ Ceue
registration, the Agency requested certain changes in precautionary and ficst aid Ceoes
statements, and questioned certain organism claims based on previously subr “*‘ed dafa. .
An attachment to this letter, “Response to Comments in EPA Letter Doted 'J:gly°22, 2003,
address each of the Agency’s commc—*s in turn. This submission con...ins requested +«--
label changes and in some cases new data addressing organism claim issues. erer

3
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7910 Woodmeoent Avenue  Sutte 1000 Bethesda, Maryland 20814
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Spring Viremia -* Carp Claim PRl il i

In your letter of August 5, 2003, you denied the proposed label claim against Spring
Viremia of Carp because it is a “public health organisni.* While’bbelieve the Agency is
now convinced it is not a public health organism, I not¢ tha‘it i§ fresent on OIE List B.
This submission includes the requested efficacy data in the package with data supporting
new organism claims.

Replacement Basic Formula

The repl- - ment basic formula corrects the original and current approved formula whose
active ingredient percentage was based on the lower certified limit rather than the
nominal value. This brings the Virkon S active ingredient percentage for potassium
peroxymonosulfate more in line with the Virkon formula (EPA Reg. No. 62432-2). [ will
be submitting a replacement basic formula for Virkon shortly which is absolutely
consistent with the new basic formula for Virkon S. [ emphasize that these replacement
basic formulas involve no change in the formulation whatsoever, but simply accurately
reflect the nominal value for potassium peroxymonosulfate and improved accuracy in the
active ingredient percentage calculation.

New Alternate Formulas

The prc - sed alternate formulas include dye and fragrance-free variations on the basic
formula and a new tablet formula. The tablet formula is supported by confirmatory
efficacy data which is attached.

New Organism Claims

Th. proposed label includes new organism claiins against Bacillus cereus, Brucella
abortus, Campylobacter jejuni, Chlam) * 1 psittuci, Listeria monocytogenes, Shigella
sonnei, Spring Viremia of Carp Virus, Swine Vesicular Discase Virus, and Trichophyton
mentagrophytes. Data supporting these claims is submitted herein. The data on Swine
Vesicular Disease is included in the data package for higher dilution rates discussed .* """
below.

s '
IR
L

A new animal health claim against Mouse Parvovirus and a new plant patidgen claim °

against Xanthomonas axonopodis are also proposed in this submission. Supporting <. . . .

efficacy data for these claims has not been submitted but is available for submission.. .. .

Higher Dilution Rates e e

The proposed label includes a new use pattern titled “Disinfection Limited to Specific :+-*
and Known Disease Organisms.” For general disinfection, the recommended application
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rate calls for a 1% solution. When Virkon S is usec “r a specific and known disease
outbreak, Antec would like to recommend highgradhutioprs (yeaker, aqluytions). Data
evaluating Virkon S efficacy at the proposed dilufibn fatestare inéliddd imsthis
submission. * e c s

If you have questions about this submission or need aggftiéh.al fl'o.cuments or clarification,

please contact me. TR TT
Thanks for your assistance.
Sincerely,

T. Jeffrey Jones, Agent

Antec Intemnational Ltd.

Enclosures
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CORPORATION =~ s'2 s, .22,
December 21, 2003 E:' E': :':
Mr. Adam Heyward, PM #34
Adituniciobials I wch
US EPA
Washington, DC 20460

re:  Virkon S; EPA Reg. No. 62432-1; Efficacy Data Responding to Agency Comments

. in Letter Dated July 22, 2003

Dear Adam:

Enclosed pleasc find the following data submitted in response to the Agency’s comments in a

letter dated July 22, 2003:

) Volume ] of |

AOAC Use-Dilution Method: Esherichia coli, Klebsiella pneumoniae, Staphylococcus
epidermidis, Salmonella typhimurium and Streptococcus pyogenes; Antec Virkon S.

MRID# 46166001

If you have any questions regarding this submission, please contact me as soon as possible.

Sincerely,

Gafesas
T. Jeffrey Jones, Agent

Antec International [.td.
Enclosures Coas

FIL Wocdmont Avenue Sane 1000 Beinesaa, Marviand 20814
(G0 RS2-5485  FAX (3011 622-5408

ccccc
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CORPORATION.™ , :'s 3. . 2’3 3,
December 21, 2003 E:' E’: :’:

Mr. Adar {eyward, PM #34
ALLDICTOUia3 Diancy

US EPA

Washingi..1, DC 20460

re:  Virkon S; EPA Reg. No. 62432-1; Data Submission to Support New Organism Claims
Dear Adam:

Enclosed please find the following data submitted in support of new organism claims on the Virkon
S label:

° Volume 1 of §
T Evaluation of the Efficacy of Virkon S against Campylobacter jejuni in the Presence of
AUAC Synthetic Hard Water and a 5% Soil Load

MRID# 46166004

o Volume 2 of 8
The Evaluation of the Efficacy of Virkon S against Brucella abortus in the Presence of
AOAC Synthetic Hard Water and a 5% Soil Load

MRID# 46166005

® Volume 3 of 8
10 Minute Inactivation of Chlamydia psittaci by Virkon S

MRID# 46166006 P

® Volume 4 of §
AOAC Use-Dilution Method: Listeria monocytogenes (ATCC 19117,

MRID# 46166007

T et e Bon vpray 1. e 1T ctlmmety hfmrr Ioona
7910 Wondmon! Averin: Tute 1000 Bethesaa, Marvland 20814
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o Volume 5 of §
The Evaluation of the Efficacy of Virkon 3 agpinst Psepudomonas geruginosa and Buacillus
cereus in the Presence of AOAC Synthetll, Ha}ﬂ-Waﬂex’aﬂd.a 5% Soﬂ.l.oad

MRID# 46166008 IR

® Volume 6 of 8 ot et o .
The Evaluation of the Efficacy of Virkon S against S‘ﬁxgdia Wez in the Presence of AOAC
Synthetic Hard Water and a 5% Soil Load eee e

MRID# 46166009

® Volume 7 of 8
Efficacy of Virkon-S against SVCV

MRID# Reject (10)

® Volume 8§ of 8
The Evaluation of the Efficacy of Virkon S against Tricophyton mentagrophytes in the
Presence of Hard Water and a 5% Soil Load

MRID# 46166011

If you have any questions regarding this submission, please contact me as soon as possible.

Sincerely,

@««@r@?

T. J¢*ey Jones, Agent
Antec International Ltd.
Enclosures
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Antimicrobials Branch
US EPA
Washington, DC 20460

re: Virkon S; EPA Reg. No. 62432-1; Efficacy Data to Support Higher Dilution Rates

Dear Adam:

Enclosed please {ind the following data submitted to support the higher dilution rates (weaker

solutions) on the Virkon S directions for use:

L] Volume 1 of 8

Ministry of Agriculture, Fisheries and Food: Approval of Disinfectants-Antec Virkon S

MRID# 46166012

[ This study was previously reviewed in conjunction with the Agency’s approval of the

Foot and Mouth Disease claim several years ago.]

o Volume 2 of 8
Laboratory Evaluation of Antec Virkon S Disinfectant as a Virucidal Agent agamst
Infectious Bursal Disease (Gumboro) Virus vess

MRID# 46166013 :

® Volume 3 of § :
The Virucidal Effect of Virkon S on Chicken Anacmia Agent

MRID¥ 46166014 oo

o Volume 4 of §
Virucidal Effectiveness Test

MRID# g eject (15)

PO NEedment Avenue Swite 1000 Bethesda Marviang 20814
WGOLIRGE-2430 FAXK(RN]) A20-5408



o Volume 5 of 8
The Determination of Efficacy of Virkon 8 atsFwo Dilutions againss Three Isolates of
Mycoplasma mycoides subspecies mycoxdes: sﬁfall'clehY Yype &mgﬂte Hard Surface
Carrier Test Method and in Use Test Method *° .

MRID# Reject {16)

® Volume 6 of 8 s e
Test for Efficacy (Virkon S) against African SwintFeder

MPID# Reject(17)

® Volu—: 7 of 8
Laboratory Evaluation of Antec *Virkon S’ Disinfectant as a Virucidal Agent against
Avian Influenza Virus

MRID# 46166018

® Volume 8 of 8
Virucidal Effectiveness Test; Porcine circovirus; Test Agent: Vitkon S

MRID 46166019

If you have any questions regarding this submission, plcase contact me as soon as possible.

Sincerely,

Xeed oS

T. Jeffrey Jones, Agent
Antec International Ltd.
Enclosures
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Pages 259-274 - *Confidential Statements of Formula may be entitled to confidential treatment*
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Pages 276-277 - *Confidential Statements of Formula may be entitled to confidential treatment*
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Pages 279-297 - *Confidential Statements of Formula may be entitled to confidential treatment*
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October 27, 2004
OFFICE OF
PREVENTION, PESTICIDES AND
T T SUBSTANCES

MS. NANCY B. LOMAX

E.I DUPONT DE NEMOURS AND COMPANY

DUPONT CHEMICAL SOLUTIONS ENTERPRISE DIVISION
BMP 232161, PO Box S0023

WILMINGTON. DE 19880

Dear Ms. Lomax:

Subject: Transfer of Pesticide Registrations and Data From Company Number 62432 to
Company Number 71654

Pursuant to your request in your letter and transfer agreement of August 24. 2004, we
have approved the transfer of the following registrations and data from ANTEC
INTERNATIONAL LTD, company number 62432 to E.I. DUPONT DE NEMOURS AND
COMPANY, company number 71654.

The effective date of these changes is the date of this letter. V%
~

Old EPA New EPA 4/‘;

Registered Produ~- Reg. *'~ . Reg. No. ¢
VIRKON $ 62432-1 nesa-s” N s Jes
VIRKON 62432-2 ?35{5"5
Old EPA New EPA
Pending Registered Products File Symbol File Symbol
HYPEROX 62432-G 71654-1

You should indicate the new company designation, ncw EPA Registration Number and
new Establis'  at Number (if it has changed) on the labeling at the next printing which should
occur no later than 18 months afler the effective date of this transfer. Afler 18 months, any
product released for shipment must bear the ~ew Registration Number an¢' " stablishment
Number.  vou intend to use the labcls whi | currently appear on the transferor's product after
the effective ¢~ of the transfer. but within the 18 month grace period. you must maintain
complete and accurate records which i’ “ify by batch number, lot number, or other suitable
description the quantities of such product bearing the transferor's label. Each container or
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| . ckage bearing the transferor’s label which is<eleased after the effective date of product
registration transfer, must be clearly and accurately marked with the batch number, lot number or
other descriptive designation used to identify the product in your records.

Supplemental distnibution agreements of registered products do not transfer with the
Section 3 registration. It is vour responsibility as the registrant to notify any and all supplemental
distributors of the transferred product(s) of this transfer agrcement. If you wish to enter i...v
supplemental distribution agreements of your product(s) under this new registration, the form
"Notice of Supplemental Distribution of a Registered Pesticide Product,” EPA Form 8570-5,
must be submitted to the Agency for each supplemental distnbutorship.

You arc required to contact your local EPA Regional Office to determine what effect this
transfer of pesticide registrations has on the pesticide production estal  hment registration.

It will not be necessary to submit labeling for review if the only chang~~ are in the
company designation and the EPA Registration Number. Other changes in the product and or
labeling may requirc EPA review and approval prior to initiation. In any correspondence on
these products always refer to the U.S. EPA Registration Number listed above.

The nsferred registration will have the same status under the Federal Insecticide,
Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the ap  oval of
this transfer.

When registrations are transferred from one company to a second «  apany, all
restrictions, data requirements, conditions (suspensions), and deadlines existing on the
registrations are transferred with the registrations. The new company is responsible for adhering
to or complying with all such restrictions, etc. on the acquired products.

In regard to deadlines, the transferee company is responsible for submitting all required
data according to the schedules already established for the acquired products. Failure to do so
will result in the 1ssuance of a Notice of Intent to Suspend. Requests from tran © ~ :ompanies
for additional time to submit, because they acquired the registration(s) after the 3(¢)(2)(B)
request was issued will not be granted. If a transferce company has other valid reasons for delays
in the testing which were clearly outside of their control, then such requests for time extensions
will be considered in accordance with the established procedures. Transfers occurring while a
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same
conditions expressed above.

Registral  is in no way to be construed as an endorsement or approval of these products
by thc Agency. In order to protect health and the environment, the Administrator, on his motion,
may at any time suspend or cancel the registration of a pesticide in accordance with FIFRA.

Fur" “rmore, the transfer of the subject registrations is approved under the condition that
he annual maintenance fce obligation has been fully satisfied. The marginal maintenance fee is
letermined based solely on the total number of active section 3 and section 24(c) registrations
held by the transferor. If the annual maintenance fce has not been fully satisfied, the transferee
and transferor will be notified to cor..,..y within a specified time period or the affected
registrations may be canceled.
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The Agency acknowledges it has reccived a request for data transter dated
August 24, 2004 to transfer data ownership from tt ransferor to the transferce. The data
transfer is effective the date of this letter. Afier thi  ate E.I. DUPONT DE NEMOURS AND
COMPANY will be considered the data owner. This action will not automatically reflec  he
Data Submitters List. If you want to bc added to the Data Submitters List. you must submit a
request to:

Document Processing Desk (DSL)
Oftice of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Anel Rios Building

1200 Pennsylvama Avenue, NW
Washington, DC 20460

By copy of this letter we are informing the transferor of these changes. 1f you have any
questions about this transfer approval please contact me at (703) 305-6474.

Sincerely,

Z-/,-fri.,tk.f_ ‘,/”‘j . r"” _,"-» "6 —

Donna G. Parker

Information Management Specialist
Information Services Branch

Infor—-ion Resources & Services Div. (7504C)

cc: MR. T. JEFFREY JONES
DELTA ANALYTICAL CORPORATION, AGENT FOR
ANTEC INTERNATIONAL LTD
7910 WOODMONT AVENUE, #1000
BETHESDA, MD 20814
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